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CONTRAINDICATIONS: SECTRAL is contraindicated in: 1) severe bradycardia; 
2)second- and third-degree heart block; 3) overt cardiac failure: 4) cardiogenic shock. (See 
WARNINGS) 
WARNINGS: CARDIAC may for support of the 
Circulation in individuals with its byB- 

ic receptor blockade more severe failure. B-blockers should be 
avoided in overt cardiac failure, SECTRAL can be used with caution in patients with a history of 
heart failure who are controlled with digitalis and/or diuretics. Both digitalis and SECTRAL 
impair AV conduction. If cardiac failure persists, with SECTRAL should be withdrawn. 
IN PATIENTS WITHOUT A HISTORY OF CARDIAC FAILURE: In patients with aortic or mitral 
valve disease or Pp left function, of 

with B -blocking agents over a period of time may lead to cardiac failure. At the first signs of 
failure, patients should be digitalized and/or be given a diuretic and the response 
closely. if cardiac failure despite ad digitalization and/or diuretic, SECTRAL 
should be withdrawn. 


therapy shou! 

EXACERBATION OF ISCHEMiC HEART DISEASE FOLLOWING ABRUPT WITHDRAWAL: 
Following abrupt cessation of therapy with certain B-blocking agents in patients with coronary 
artery disease, exacerbation of angina pectoris and, in some cases, a ve and 
death have been . Therefore, such patients should be of 
therapy without a physician's advice. "Even in the absence of overt ischemic Samana when 
discontinuation of SECTRAL is planned, the patient should be carefully observed, and should be 
advised to limit physical activity to a minimum while SECTRAL is gradually withdrawn over a 


another agent without interruption of B-blocking 
ion of angina pectoris occurs, anti-anginal therapy should be restarted 
immediately in full doses and the patient hospitalized until his condition stabilizes. 
PERIPHERAL he cane ee T with B ists reduces cardiac output and 
can p of arterial insufficiency in patients with peripherai or 
mesenteric r disease. should be with Patients and they should be 
observed c! lor evidence of progression of arterial obstruct 

BRONCHOSPASTIC DISEASES: BRONCHOSPASTIC DISEASE SHOULD, IN 
GENERAL, NOT RECEIVE AB-BLOCKER. Because of its relative B,-selectivity, however, low 
doses of SECTRAL may be used with Caution in patients with bronchospastic disease who do not 
— to, or — cannot tolerate, . Since B, i is not absolute and 

the lowest possible dose of SECTRAL should be used initially, preferably in 
divided doses the plasma levels associated with the longer dose-iteval A 
such as phy or ap, should be made available in advance 
with instructions peter its use. 

ANESTHESIA AND MAJOR SURGERY: The necessity, or desirability, of withdrawal ofa B- 
blocking therapy prior to major supe is B- 
the of to 
benefit in p 


impairs 

gically reflex stimuli. While this — be of 

the risk of y during 

general may be some ap Be ing and mai the heartbeat has 

been reported with beta-bi Kk: if d, icular care shou!d be taken when 

using anesthetic agents which depress the Spenendam, such as ether, cyclopropane and 

trichlorethylene, and it is prudent to use the lowest possible dose of SECTRAL. SECTRAL., like 

other = -blockers, is a competitive inhibitor of B-receptor agonists and its effect on the — can be 
reversed by cautious administration of such agents (e.g., or isop 

OVERDOSE). Manifestations of excessive vagal tone (e.g., p found bradycardia, hyp ) 

may be correcte. with atropine 1 to 3 mg i.v. in divided doses. 

DIABETES AND HYPOGLYCEMIA: B -biockers may potentiate insulin-induced hypoglycemia and 

mask some of its manifestations such as tachycardia; , dizziness and sweating are usually 

not ow affected. Diabetic patients should be warned of the possibility of masked 

THYROTOXICOSIS: rn ot blockade may mask certain clinical signs (tachycardia) of 

roidi Abrupt withdrawal wal of B-blockade may precipitate a thyroid storm; therefore, 

g thy is from whom SECTRAL eae is to be withdrawn 


CARCINOGENES!S, MUTAGENESIS, IMPAIRMENT OF FERTILITY: Chronic oral toxicity 
studies in rats and mice, employing dose levels as high as 300 mg/kg/day, which is equivatent 
to 15 times the maximum recom oo (60 kg) human dose, did not indicate a carcinogenic 
potential for SECTRAL (aceb HC’ the major meiabolite of SECTRAL in man, 
was without carcinogenic potential in -* when tested at doses as high as 1800 mg/k a 
SECTRAL and diacetolol were also shown to be devoid of mutagenic potential in the 
Test. SECTRAL, administered orally to two generations of male and female rats at yey of up 
to 240 mg/kg/day [equivalent to 12 times the dose in {a 
to two i of male and female rats at doses 
up mg/ki peer. had no significant impact on reproductive performance or fertility. 
TERATOGENIC EFFECTS: Pregnancy Category 8: Reproduction studies have been 
performed with SECTRAL in rats and rabbits at doses of up to 60 mg/kg/day, the equivalent of 
3 times the maximum dose in (a 60 kg) man. Studies have aiso been 
performed in these species with diacetolo! ( (at doses of up to'450 mg/kg/day in — and up 
to 1800 kg/day in rats). Other than a significant in joss with 450 
g/day diacetolol, a level at which food consumption and body weight gain a a codueed | in 
it dams and ar increase in incidence of bilateral cataract in rat 
fetuses from dams treated with 1800 mg/kg/day diacetolol, there was no evidence of harm to 
the fetus with either drug. There are no ad and well d trials in preg 
in the U. S.; — _ ——T have shown that both and cross the 


placenta. B studies are not always predictive of the human response, 
SECTRAL should be roan during pregnancy only if the potential benefit justifies the risk to the 


Labor and Delivery: The effect of SECTRAL on labor and del ivery in pregnant women is 
unknown. Studies in animais have not shown any effect of SECTRAL on the usual course of 
labor and delivery. 

Nursing Mothers: Acebutolo! and diacetolo! also appear in breast milk with a milk:plasma ratio 
of7.1 oe 12.2, respertively. Use in nursing mothers is not recommended. 

Pediatric Use: Safety and effectiveness in children have not been established. 

ADVERSE REA ’™'S: SECTRAL is well tolerated in properly selected patients. Most adverse 
reactions — be: mild, not required discontinuation of therapy, and tended to decrease as 


The following table shows the frequency of treatment-related side effects derived from 
controlled clinical trials in patients with angina and arrhythmia. These 
patients received SECTMAL, prop or 


TOTAL VOLUNTEERED AND ELICITED (U.S. STUDIES) 


Hydrochioro- 

Body System/ SECTRAL thiazide Placebo 

Adverse Reaction (N=314) 
% 


NN 
ne 


Gastrointestinal 
Constipation 


W 


Genitourinary 
Micturition 
(frequency) 

Musculoskeletal 
Arthralgia 
Myalgia 

Cough 


Dyspnea 
Rhinitis 
ial Senses 

Abnormal Vision 2 

The following selected ee important) side effects were seen in up to 2% of 
SECTRAL patients: Cai yp y , heart failure. Central Nervous 
System: anxiety, h Lo pees hyp i Di log pruritus. Gastrointestinal: 

Geniti y: dysuria, nocturia. Musculoskeletal: back pain, joint 

pain. Respiratory: gaaryneiiie, wheezing. Special Senses: a dry eye, eye pain. 

The incidence of drug-related adverse effects ( 


g to 
SECTRAL dose is shown below. (Data from 266 hypertensive sabes treated for 3 months on 
aconstant dose.) 


400 mg/ 800 mg/ 1200 mg/ 

y day day 
Body System (N=132) (N=63) (N=71) 
Cardiovascular 1% 
Gastrointestinal 3% 7% 
Musculoskeletal 
Central Nervous 

System 

Respiratory 
Skin 
Special Senses 


monitored c! 
PRECAUTIONS: IMPAIRED RENAL OR HEPATIC. eS beg” on the effect of acebutoloi 
in patients with rena! insufficiency have not been performed in U.S. Foreign published 
experience shows that acebutolo! has been used successfully in nana renal insufficiency. 
fcebutolol is excreted through the G.I. tract, but the active metabolite, diacetolol, is eliminated 
predominantly by the kidney. There is a linear relationship between renal clearance of diacetolo! 
and creatinine clearance. Therefore, the daily dose of acebutolo!l should t= reduced by 50% when 
the creatinine clearance is less than 50 mL/min and by 75% when it is less than 25 mL/min. 
SECTRAL should be used cautiously in patients with impaired hepatic function. 
SECTRAL has been used ly and without in elderly a in the U.S. 
— trials without specific adjustment of dosage. However, elderly patients may — lower 
because the amd of both SECTRAL and its metabolite 
doubled in this age g 
CLINICAL LABORATORY FINDINGS: S SECTRAL, like other B-biock has been i with 
the development of ANA). In prospective clinical trials, patients receiving 
SECTRAL had a dose it increase in the development of positive ANA titers and the overall 
incidence was higher than that ob with prop 
arthralgias and myalgias) related to this lab y i fr Q! (less than 1% with 
both drugs). Symptoms and ANA titers + sre upon di i 
INFORMATION FOR PATIENTS: Patients, ——— those with evidence of uae artery 
disease, should be warned against i of SECTRAL therapy without a 
physician's supervision. Although cardiac f failure 1 rarely occurs in properly selected patients, those 
being treated a B-adrenergic blocking agents ine CF >, advised to consult a oe if they 
signs HF, ort 
Pavents shoul also be warned of possible severe hypertensive reactions fro! 
of a-adrenergic stimulants such as the nasal d 
Preparations and nasal drops. 
DRUG INTERACTIONS: C: f drugs, such as reserpine. have an 
additive effect when given with B-blocking agents. Patients treated with SECTRAL plus 
should, be observed closely for evidence of marked 
which may present as ae syncope/pre syncope, - ortho- 
without con. y 99 ' 
from the bir 
ding t 


rom concomitant use 
y used in OTC cold 


ot 
static changes in | blood p 
responses have a- 
di hose i cold 1 and vaso- 
constrictive nasal drops. Patients receiving @-biockers should be warned of this potential 
. No significant interactions with digoxin, hy 
, Oral ives, tolbutamide or warfarin have been observed. 


of B 8 


POTENTIAL ADVERSE EFFECTS: In addition, certain adverse effects not listed above ha' 

been reported with other B -blocking agents and should also be considered as potential Sauuee 

effects of SECTRAL. 

Central Nervous System: R mental d gto (an acute 
syndrome characterized by disorientation for time and place), short-term memory loss, 

emotional lability, slightly clouded sensorium, and decreased performance 


(neuropsychometrics). 
Ca of AV biock (see CONTRAINDICATIONS). 
Allergic: Sedeouien. rash, fever comb.ned with aching and sore throat, laryngospasm, and 
respiratory distress. 
t gic: Agi y hrombocytopenic, and ytopenic purpura. 
i A ic arterial th is and ischemic colitis. 
alopecia and Peyronie's disease. The oculomucocutaneous 
syndrome associated with the B-blocker practolol has not been reported with SECTRAL during 
9: use and foreign clinical experience. 


Keep at room temperature. Approximately 25°C (77°F). 
©1986 Wyeth Laboratories 
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= 
Sectral 
Cardiovascular 
f Chest Pain 1 
Edema 1 
Central Nervous System 
Depression 1 
Dizziness 2 
Fatigue 4 
Headache a 
Insomnia 1 
Abnormal 
dreams 1 
Dermatologic 
Rash 1 = 
larrnea 1 > 
peri t two weeks. (If therapy with an alternative B-biocker is desire ay be 
Nausea 0 
<1 
2 1 3 2 
2 1 4 0 
; 1 1 2 0 
References 
©1988, Wyeth-Ayerst Laboratories. 


INDEX TO VOLUME 83 CONTINUED 


POUNDER RE 
intractable 
83(3):115 


Myasthenia gravis: A well-under- 
= neuromuscular disorder. 83(1): 


The DRG 
blues. (OP) 83(4):268 
RAZS 


infa 
blockers. 83(1):249 
ROBINSON SN 
See Cochran JS 
RODNEY WM 

See Morgan WC 


ROGERS MS 
See Griffin GC [83(2):258] 
ROMANO TJ 


The syndrome: |t 
the real thing. 
ROSENBLATT 

Weight-loss Pluses and 
minuses of commercial and self-help 
groups. 83(6):137 

ROSENBLUM D 


Automated blood 
fice. 83(4):75 


ROSENTHAL TC 
Fever: What to do and what not to 
do. 83(8):75 


ROTHSTEIN RJ 

See Taylor EL Jr 

83(6) 
elderly men. 

21 

No soapsuds enemas! 83(4):352 
Prostate (patient 
notes). 83(6):226 

Treatment of constipation in the 


elderly. 83(4):339 
alto Ringel M 


testing in the of- 


SALEEBY G 

See McFarland KF 

SATTLER FR 

See Antoniskis D 

SAUDEK CD 

Challenging opinion: Do you think 
the insulin pump is a good treatment 


laa for diabetic patients? 83(3): 


A 
Antibiotic choices for the 
lin-allergic patient. 
SCHADE D 
See Saudek CD 
SCHAEFFER AJ 


See Parsons CL 
SCHELL CL 


Program to find medical articles 
quickly. 83(1):325 
SCHMIDT SB 

pects of aiagnosis t. 
83(5):225 
Infia 


ti office management. 83(4 
ions in office t 
See also Turse JC , 
SCOTT BD 


thromboembolism: 
When to suspect antithrombin Il, 
C, or protein S deficiency. a3): 


Complications of 
) 83(7): 
SIEGEL AL 

Female urinary incontinence: 
Therapeutic approaches. 83(7):97 
SILVER H 


See Rosenthal TC 
SIMON: 
Prescri physical 
disease. 83(1):165 
so Simons-Morton DG 


nagement of Alzheimer’s 
ease: A family affair. 83(5):118 
SMITH LK 
Medical clearance for vigorous 
exercise: Clinical evaluation and ex- 
ercise testing. 83(1):146 
SMITH RA 


VOL 83/NO 8/JUNE 1988/POSTGRADUATE MEDICINE 


SOLOWAY MS 
Introduction to 
niary incontinence. 76 

See also Rousseau P [83(6):226]; 
Smith RA 

SONTAG SJ 

Cystic fibrosis, € 
and tae kwon do: If you dream it, 
you can do it. (OP) 83(2):235 
STEIER KJ 


on ur- 


Benign cystic of the 
jung. (CR) 83(4):85 

STERN JD 

Fractures of the scaphoid bone: 
How to handle this common wrist in- 
jury. 83(1):91 

STOCKHOFF J 

See Mulry JT 

ss 

pharmacy: 

their prescriptions filled? 83(2):193 
STONE NJ 


cholesterol 
through dist. 83(8):229 
STRAMPFER MJ 
See Cunha B [83(5):165] 
STRAUS SE 
See Tobi M 
STRIEGEL J 

Benign 


disorder or harbinger of disease? 
83(8):287 
SUNDER 
Cardiac tamponade without pul- 
sus paradoxus. (VP) 83(1):334 
SUNG RJ 
See Lai W 
SUTHERLAND JE 
Ulcers (patient notes). 83(7):152 
SZPUNAR WE 
See Stoffer SS 

me 
something for my Boctor? 
83(6):95 
TAYLOR EL Jr 


Angina (patient notes). 83(3):180 
TEDESCO FJ 


See Tobias CR 
TURSE JC 


ulcerative ; A rundown 
nesses and dissimilarities. 83(4):323 
VAN HORN LV 

See Stone NJ 

VAN GUNDY K 


Fiberoptic bronchoscopy: Indica- 
tions, complications, contraindica- 
tions. 83(1): 


chain, or mail-order 
Where do patients have 


VEASYG 

See Gri fin GC [83(2):258] 
VIDMAR DA 

See Mandel LR 

VON MALUSKI FC _ 
Pneumatosis: Masquerading as 

air. (CR) 83(8):101 


Exercise-related 

What autopsy findings reveal about 
its Cause in conditioned persons over 
age 30 years. 83(8):273 

WALZER Y 


Female urinary irvcontinence: Dis- 
cerning the exact cause. 83(7):78 
WASBIN SA 

Medical writing: A grand illusion. 
83(1):85 

WEINBERG H 

Eric. (OP) 83(3):138 

WEINBERG K 


in diagnosed 
a 

(cr) 

WILES PJ 

See Zeiderman AM 
WILSON KS 

See Wilson LA 

WILSON LA 


Hearing aids: Who can benefit? 
What's new? One or two? 83(5):249 
WORMSER GP 


Avoiding AIDS in the physician's 
office: Precautions to protect health- 
care workers. 83(5):183 

WRIGHT J 


See Klein SR 


Surgery for morbid obesity: Select- 
patient and procedure. 83(6): 


pregnancy Six atypical 
cases, 


Dilemmas. ( (OP) 83(6):88 


Manege 


| 
QUIGLEY MM 
RASKIN P 
How to treat in dia- WAGNER WO 
7 betic patients. 83(2):213 Urticaria—a in diag- 
i RATHE RJ Computer searcning mede 4 nosis and treatment. 83(5):321 
7 See Schell CL WAKE R 
RAVITS J See Smith RA 
— 
REITMAN HS 
See Stern JD 
RIFKINA 
Depression: Management tips for 
the primary care physician. 83(1):111 k 
(patient notes). 83(4) endotracheal See 
proper Weinberg H 
374 tube placement. 83(1):343 WEISS BD ; 
ROBERTS R SHALTOUT T Guidelines for using five new pre- 
Preventing recurrent myocardial! See Lippman S natal laboratory tests. 83(7):63 
calcium-channel SHVARTZMAN P WERTHER NM 
prac 
‘kicking the habit.’ 
WHITE R 
i See Klein SR 
: WIELKIEWICZ WJ 
i See Dodge J dia- 
{3 Pain management in terminally ill 
patients: How the = care phy- 
sician can help. 83(8):181 
See also Dodge J 
SILVERSTEIN DA 
symposium Chronic legit- 
i sy on ex- ic mononucleosis—a 
: ercise and fitness. 83(1):142 mate diagnosis. 83(1):69 a 
SKINNER SA TOBIAS CR ‘ 
Early diagnosis of brain tumor. Psychiatric disorders in the elder- YALE CE 
SMITH CW Jr ment. 313 
| 
— prostatic hyperplasia: Uni- 
son among aging men. fingertip trauma. 
SNYDER CC 
management. 83(6):52 
a 
‘ 311 


